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[Page 8-73] 



TITLE 21- -FOOD AND DRfl 



CHAPTER I- -FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH AND HUMAN 

SERVICES (CONTINUED) 



PART 201- -LABELING 

Subpart A- -General Labeling PJfcvisione 



Sec ♦ 

201.1 Druga; name and place of business of ma]| 

distributor , 

201.2 DngB and devices; National Drug Code n\ 

201.5 Drugs; adequate directions for use. 

201.6 Drugs; misleading statements. 
201.10 Drug*; statement Of ingredients. 

201.15 Drugs; prominence of required label stl 

201.16 JDruga; Spanish- language version of cer| 

201.17 Drugs; location of expiration date. 

201.18 Druga; significance of control numbers] 

201.19 Drugs; use of term "infant* 1 , 
201-20 Declaration of presence of FD&C Yello\ 

No. 6 in certain drugs for human usi 
Declaration of presence of phenylalanj 
aspartame in over-the-counter and p3 
use . 

Prescription dmjga containing sulfitei 
statements . 

201.23 Required pediatric studies. 

201.24 Labeling for systemic antibacterial di 



201,21 



201,22 



lfacturer, packer, or 
3&rs , 



tements „ 

ain required statements. 



No. 5 and/or FD&C Yellow 

le as a component of 
scription dmgs for human 



required warning 



ig products , 



Subpart B- -Labeling Requirements for Prescription Drugs and/or Insulin 



201.50 Statement of identity, 

201.51 Declaration of net quantity of content] 

201.55 statement of dosage. 

201.56 General requirements on content and fd 

prescription drugs. 
201-57 Specific requirements on content and 
human prescription drugs. 

201.58 Requests for waiver of requirement foj 

controlled studies to substantiate 
statements. 

201.59 Effective date of Sees, 201. 56, 201.E 

201. 100 (e) . 



rmat of labeling for human 

jrmat of labeling for 

adequate and well- 
srtain labeling 

201.100(d) (3) , and 



Subpart C--Labeling Requirements for Oi »r- the -Counter Drugj 



201.60 Principal display panel. 

201. $1 Statement of identity. 

201.62 Declaration of net quantity of conten 

201.63 Pregnancy/breast-feeding warning. 
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■the -counter (OTC) drug 



201.64 Sodium labeling. 

201.66 Format and content requirements for ova 
product labeling* 

Subpart D- -Exemptions Prom Adequate Di actions for Use 

201.100 Prescription drugs for human use. 

201.105 Veterinary drugs- 

201.115 New drugs or new animal drugs , 

201-116 Drugs having commonly known directions 

201.117 Inactive ingredients. 

201.119 In vitro diagnostic products. 

201.120 Prescription chemicals and other pres 



ttPage 9]] 



201 . 122 
201.125 

201.127 
201,128 
201.123 



Drugs for processing, repacking , or m; 
Drugs for use in teaching, law enforce 

analysis . 
Drugs; expiration of exemptions. 
Meaning of ""intended uses' ' . 
Drugs; exemption for radioactive drugi 



Subpart E- -Other Exempt i >ns 



repack Lng 



201.150 Druga; processing, labeling, or 
201.161 Carbon dioxide and certain other gase 



Subpart F- -Labeling Claims for Drugs in 



201.200 Disclosure of drug efficacy study 
advertising. 



Subpart ©--Specific Labeling Requirements foj 



201.300 Notice to manufacturers, packers, and 

preparations . 

201.301 Notice to manufacturers, packers, and 

estrogenic hormone preparations. 

201.302 Notice to manufacturers, packers, and 

internal use which contain mineral o 

201.303 Labeling of drug preparations contain 

proportions of wintergreen oil. 
201-304 Tannic acid and barium enema preparat 

201.305 Isoproterenol inhalation preparations 

nebulizers, powders) for human use; 1 

201.306 Potassium salt preparations intended 

201.307 Sodium phosphates; package size limit, 

directions for over-the-counter sale 

201.308 Ipecac syrup; warnings and directions 

counter sale. 
201-309 Acetophenetidin (phenacetin) -contain!: 
warning statement. 

201.310 Phenindlone ; labeling of drug prepara 

man. 

201.311 [Reserved] 

201x512 Magnesium sulfate heptahydrate ; label 
products . 

201.313 Estradiol labeling. 

201.314 Labeling of drug preparations contai 
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for research use. 



)rug Efficacy Study 
evaluations in labeling and 



specific Drug Products 
listributors of glandular 
listributors of 
listributors of drug* for 
ig significant 
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(pressurized aerosols, 
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r oral ingestion by man. 
ion, warnings, and 

for use for over-the- 

preparationa,* necessary 

ons intended for use by 

declaration on drug 

n ng salicylates. 
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201.123 Drufffi for proceaal tig, repacking, or 
rn ojiuf acturi rtjf . 

201.12$ Prugtt for use In teaching law en- 
forcement, rtWifO»» and analynLa. 

201.127 Drugs; expiration of exemptions. 

20i- 128 Meaning of "intended uses '. 

2Q1.129 Drugs: exemption for radioactive 
drugs lor research use. 

Subpart E — Othof Exemptions 

301.160 Dru&s; processing. l&Deiing, or re- 
packings 

301.161 Carbon dioxide and certain other 
ff&ftes. 

Subpart F— Krt>6llncj Ctalm* for Drug* In 
Drug Efficacy Study 

201.300 Disclosure of drug efficacy study 
evaluations in labeling and advertlalng:. 

Subpart ©-^specific lathing 
Requirements tor Specific Drug Products 

201 .300 Notice to manufacturers, packers, 
and distributors of glandular prepara- 
tions, 

201.301 Notice to manufacturer©, packers 
and distributors ot estrogenic hormone 
preparation 

201.302 Notice to manufacturers packers, 
and distributors of drugs for internal use 
whioh contain mineral oH- 

301.303 Labeling- of drug prepfcmllona con- 
taining* alpmlflcant proportions of wintcr- 
$reeo oU- 

201.301 Tannic add and barium enema prep- 

201-30& lisopiOUirtttOl l&bal&tLon prepara- 
tion* (prej^ariiAfl aerosols, nebulizers , 
powder*) to? human oee; warnings. 

20,1-505 Fot&QAlum tsa.lt, preparations in- 
tended for Oral ingestion by man. 

3OJ.307 Sodi»rn pbo«pha.ter>: pa,uk&£6 &ltt 

limitation, wwnin^, and directions ror 
over-the-counter 

301. 308 Ipecac Byrup; warnings and direc- 
tions for use for over-Une-counter sale. 

201.309 Acetophenetidin (phenftcctin)-con- 
taJnlxig preparations; necessary warning 
statement- 

201.310 Phenindlone: labeling or drug prep- 
arations intended for use by man. 

201.311 [Reserved] 

201.33.2 Magnesium sulfate heptahydrate: 
I Abel decimation on drug products. 

201.313 Estradiol ln.br] Jug. 

201.314 Labeling of Oxutr piepfti^Uor>$ oon- 
tainlnff salicylates. 

201 315 Over-the-counter drugs for minor 
sore throat*; suggested warning. 

501. 316 Drugs with thyroid hormone activity 
for human use: required warning 

201.317 Dlffltalla and related cardiotonic 
dru^ij fOi" human ua* in oral doaage 
forms; required warning. 



§2P11 

201.319 *r»ter-$0JU0le gruma, hydrophlllc 
ffun , and hydropMlic mucllloida (tn- 
clw nig, but not limited to agar, acinic 
aclt calcium polyc&rbopnll. 

car' xymetl&ylceliDloflB sodium, carra- 
yee ui, chondrua. fflucomsumftin ((B*M 
linl d) polymonj-io&e a.c*tate), g-uar ffum, 
fcar TA gum, kelp, methyicelluJose. 
pla] a^o seed (psyllium), polycarboohil 
tra* -canth, and xanthan gum) oa active 
inff dievU; required warnings and direc- 



tion 
201.320 
uct 



Varning- statements lor drue prod- 
containing or manufactured with 
chlioOuOrocarbons or other otone-de* 
plat ig substance* 
201.323 )var-the-counUr drug products con- 
tali Dff internal analsesi^nU pyre tic ac- 
tiv( ingredients: required alcohol wanx- 



ing 

301323 



Uumlnum In larye and small vol- 
umftjar enterals used in total parenteral 



nut 



Afteni*< A to fart 20i— Examples or 
Giu wc Enhancements Used dt FDA 



AUTH &ITY: 



355: 

U.6.C 



9201.1 



&32 



5 



id 



dn 



(a) 
in § 

tion 
labc] 
name 
ufactl 
parage 
or 

ance 
(b) 
purpo* 
the b.< 
produ< 
of the 

quirec 
ing t < 
mold! 
(7) 



tlon. 



356 W0, 



21 U.S.C 32h 331, $51, 352, 353, 
I, 3$0b, 360jrjr-36O&3, 371. 374. 379c; 42 
i. 2U> 353. 204. 



SOUS* !: *Q FR 1399B. Mai. '11. 1975, unless 
others b noted. 

Subpart A — General Labeling 
Provisions 



Drugs; nun« and place of biuri- 
of manufacturer, packer, or 



drug- < 



th ! 



or drug product Cats defined 
i of tni3 chapter) In finished 
form i© mtebr&nded under sec- 
(a> and (b)(1) of the act if ita 
5E5 not bear consplcuougly the 
place of business of the man- 
r, packer, or distributor- This 
ph does not apply to any dtMg 
product dispensed in accord- 
section 503(b)CD of the act. 
used in this eection, and for 
of section 502 fa) and (b)(1) of 
the manufacturer of a drug* 
is the person who performs all 
oliowing operations that are re- 
o product the product; (1) Mix- 
grranulating, C3> milling-. (4) 
, (5) lyophlltzlnff, (6) tableting-, 
en*p5Ulating, {9} coating, (9) steri- 
lizing; md (10) filling: sterile, aerosol, 
or gas ou* drugs into dispensinB" con- 
tainer 



> 

a. 

O 
o 



(/) 
in 

09 
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§201.1 

(c) if no person performs all of the 
applicable operations listed In para- 
graph (b) of this section, no person may 
be represented as manufacturer except 
as follows: 

(1) if the person performs more than 
one half of the applicable operations 
listed tn paragraph Xb) of this auction 
and acknowledges the contribution of 
other persons who have performed the 
remaining applicable operations by 
stating on the product lab«l that Cer- 
tain manufacturing operations have 
been performed by other firms,"; or 

(2) If the person performs at least one 
applicable operation listed in para- 
graph cb> of this section and identifiea 
by appropriate designation all other 
persons who have performed the re- 
malninff applicable operations, e .g\, 
"Made by (Person A), Filled by (Person 
B) T sterilised by {Person C)'\ or 

(3) If the person performs at least one 
applicable operation listed in para- 
graph (fc) of thi3 section and the person 
is listed along- with all other persons 
who have performed the remaining- ap- 
plicable operations as "joint manufac- 
turers." A list of joint manufacturers 
shall ho qualified by the phra3e 
"Jointly Manufactured By 

.** and the names of all of 
the manufacturers shall be printed to- 
gether in the same type size ana style: 
or 

(4) If the person performs all applica- 
ble operations listed In paragraph (b) of 
this section except for those operations 
listed in paragraph (fl) Of this section. 
For purposes of this paragraph, person, 
when n identifies a corporation, in- 
cludes a parent, subsidiary, or affiliate 
company where the related companies 
are under common ownership and con- 
trol. 

(d) The Food and Drug- Administra- 
tion finda that it is the common prac- 
tice in the drug industry to contract 
out the performance of certain manu- 
facturing operations listed in para- 
graph (b) of this section. These oper- 
ations Include: (1) Soft-gelatin encap- 
sulating, (2) aerosol filling, (3) steri- 
lizing by irradiation, (4) lyophlllzlng, 
and c5) ethylene oxide sterilization 

(e) A person performs an operation 
listed in paragraph (b) Of this section 
only if the operation is performed, in- 
cluding the performance of the appro- 



21 CFR Ch. I (4-1-03 Edition) 

pri ate Jn- process quality control oper- 
except laboratory testing of 
taken during processing, as 



ationi 
sampl 
follow 

(1) 

whom 



iy Individuals, a majority of 
ore employees of the person and, 
throujfcout the performance of the op- 
> are subject to the person's di- 
and control; 

premises that are continuously 
>r leased by the person and sub- 
the person's direction and con- 



eratio 
recti o 

(2) i 
owne< 
jecc \ 
trol; 

(3) 
ously 
used 1 
identi 

ent 

where 

com: 
ff) 



d 
n 



he 



dm 



resent d 
graph 
the 8B 
estab] 
this 
is re i 
produ 
jetere 
ent 

wherefthe 

co mm n 
ditlon 
quirei ents 



he 



tion. 
(?) 

of thefcame 

er. or 



10 



equipment that is continu- 
vned or leased by the person. As 
this paragraph, person, when it 
es a corporation, includes a par- 
bsidiary, or affiliate company 
he related companies are under 
a ownership and control. 

name of the person rep- 
ae manufacturer under para- 
0 or <c) of this section must be 
e as either (1) the name of the 
ment tas defined in § 207.3(b) of 
apter) under which that person 
itered at the time the labeled 
is produced or (2> the reg- 
establishment name of a par- 
bsidiary, or affiliate company 
related companies are under 
ownership and control In ad- 
the name shaJl meet the ro- 
of paragraph (g) of this sec- 



requirement for declaration 
of the manufacturer, pack- 
istributor shall be deemed to be 
satisfBdv in the case of a corporate per- 
son, nly by the actual corporate 
name, except that the corporate name 
may 5 the name of a parent, sub- 
sidlor , or affiliate company where the 
relate companies are under common 
ownel hip and control- The corporate 

name nay he preceded or followed by 

the ni ne of the particular division of 

the c -poration. ''Company/' il Incor- 

porati t," etc. may he abbreviated or 

omitt 1 and tl The" may be omitted. In 

the ci e of an individual, partnership, 

or asc elation, the name under which 

the b\ iness is conducted shall be used. 

(h)C Except as provided in this sec- 
tion, o person other than the msnu- 
factui r, packer, or distributor may be 
identi ed on the label of a drug- or dru& 
produ t. 
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Food and Drug Administration, HHS 

(2) The appearance on a drug product 
label of a person's name without quali- 
fication is a representation that the 
named person is the sole manufacturer 
of the product. That representation Is 
false and misleading, and the drug" 
product is misbranded under section 
502(a) of the act. if the person 19 not 
the manufacturer of the product in ac- 
cordance with this section. 

(3) If the names of two or more per- 
sons appear on the label of a drug or 
drug- product, the label may identify 
which of the persons is to be contacted 
for further information about the prod- 
uct. 

(4) If a trademark appears on the 
drug or drug- product label or appears 
as a mark directly on the drug product 
(e.g., tablet or capaule), the label may 
identify the holder oi licensee of the 
trademark. The label may also state 
whether the person identified holds the 
trademark: or Is licensee of the trade- 
mark. 

(5) IX tbe distributor is named on the 
label, the name shall be qualified by 
one of the following phrases: "Manu- 
factured for M . "Distributed 
by T , 1 'Manufactured by 

for '\ ^Manu- 

factured for by 
"Distributor: '\ 'Marketed 

by The Qualifying phrases 

may be abbreviated . 

(6) If the packer is Identified on the 
label, the name shall be qualified by 
the phrase "Packed by "or 
"Packaged by M . The Quali- 
fy ing" phrases may be abbreviated. 

(i) The statement of the place of busi- 
ness shall include the street address. 
clty> State, and ZIP Code. For a foreign 
manufacturer* the statement of the 
place of business shall include the 
street address, city, country, and any 
applicable mailing: code. The street ad- 
dress may be omitted if it is shown in 
a current city directory or telephone 
directory The requirement for inclu- 
sion of the ZIP Code shall apply to con- 
sumer commodity labels developed or 
revised after July 1, 1969. In the case of 
nonconsumer packages, the Zl? Code 
shall appear either on the label or the 
labeling (including the invoice). 

<j) If a person manufactures, packs, 
or distributes a drug or drug product at 
a place other than the person's prin- 



§201.5 

clpal Kace of business, the label may 

state se principal place of business in 

lieu < the actual place where such 

drug C drug product was manufactured 

or pax ed or is to be distributed, unless 

Such a it em en t would be misleading 1 . 

(k) j Lragraphs <b>. <c). (d). <e>. and <f) 
of thl section, do not apply to the la- 
beling >f drag 1 components. 

(1) drug product is misbranded 
under ection 502(a) of the act if ite la- 
beling identifies a person as manufac- 
turer, >acker. or distributor, and that 
identl cation does not meet the re- 
quirer mts of this section. 

(m> his section does not apply to bi- 
ologic i drug products that are subject 
to th< requirements of section 351 of 
the I .bile Health Service Act, 42 

U.S.C. 62. 



(45 P-ft 
31, im 
1933] 

§201^ 



reotio 
use a 

for viftich 

201 
tions 
cause 
si on. 

fipecifjati< 

(a) 
pose$, 
tend ex 
Or use 
omme led 
writte 
tiBlng*. 
uses 
used; 
not 
poses 
used 



11 



5775. Apr. 15. 1850; 43 f"H 72115. Oct. 
as amended at 48 Fk 37620, Aug. i». 



Drutfe and device?; National 
Code numbers. 



Dt « 

The rational Drufr Code (NDC) num- 
ber is aquegted but not required to ap- 
pear c ail drug labels and in all drug 
labelii \ including the label of any pre- 
script: n drug container furnished to a 
consuj er If the NDC number is shown 
on a d ig label, it shall be displayed as 
recmlr 1 m § 207. 35(b)(3) of this chapter. 

(40 FB. 002, Nov. 7, 1975] 

$ 201.fi Drugs; adequate directions for 



Adequate directions for use means dl- 
under which the layman can 
rug safely and for the purposes 
it is intended. (Section 
izAiefines "intended use ") Direc- 
use may be inadequate be- 
BLmongr other reasons, of omie- 
whoie or in part, or incorrect 
ion of: 

Rtements of an conditions, pur- 
r uses for which such drug; is in- 
including conditions, purposes, 
for which it is prescribed, rec- 
or sugrffosted in ite oral, 
printed, or graphic aflver- 
and conditions, purposes, or 
which the drugr is commonly 
cept that such statement!) shall 
to conditions, uses, or pur- 
>r which the drug can be safely 
ly under the supervision Of a 



re 5r 
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§201.6 

practitioner licensed by law and for 
which it is advertised solely to such 
practitioner, 

ft)) Quantity of dose, including u&ual 
quantities for each of the uses for 
which it is intended and u&ual quan- 
tities for persons of diff Brent ages and 
different physical conditions. 

(c) Frequency of administration or 
application- 

(d> Duration of administration or ap- 
plication- 

(e) Time of administration or appli- 
cation Cin relation to time of meals, 
time of onset of symptoms, or other 
time factors). 

(f) Route or method of administra- 
tion or application. 

<g) Preparation for use, i.e., Shaking, 
dilution, adjustment of temperature, 
or, other manipulation or proceBs. 

^41 FR6908, Fob 13. 1976] 

§201.6 Drugs; misleading statement*, 

(a) Among representations in the la- 
beling of a drug which r&nder such drug 
mi stranded is a false or mislead ins 
representation with respect to another 
drug or a device or a food or cosmetic. 

(o) The labeling of a drug which con- 
tains two or more Ingredients may be 
misleading by reason, among other rea- 
sons, of the designation of such drug" in 
Such labeling by a name which includes 
or suggests the name of on© or more 
but not all such ingredients, even 
though the names of all such Ingredi- 
ents are stated elsewhere in the label- 
ing. 

[tt FRS908. FeO- W. im] 

$201.10 Drugs; statement of tagtedi- 
entg. 

(a) The ingredient Information re- 
quired by section 502(e) of the Federal 
Food, Drug, and Cosmetic Act shall ap* 
pear together, without any intervening 
written, printed, or graphic matter, ex- 
cept the proprietary names of ingredi- 
ents, which may be included with the 
listing of established names, and such 
statements that art? specifically re- 
quired for certain ingredients by the 
act or regulations in this chapter, 

(b) The term ingredient applies to any 
substance in the drug, whether added 
to the formulation as a single eufc- 
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stanci or in admixture with other sub- 
atanc 

<c) he labeling of a drug may be 

mislei ling by reason (among other rea- 
sons) 

(1) ' Die order in which the names of 
the ii redlents present in the drug ap- 
pear i the labeling, or the relative 
promi ence 
name 



ailure to reveal the proportion 
ither fact with respect to. an in- 
it present In such drug, when 
such roportion or other fact is mate- 
rial i the light of the representation 
that f icb ingredient is present in such 
drug. 

(3) ' le employment of a fanciful pro- 
prietary name for a drug or ingredient 
a manner as to Imply that the 
ingredient has some unique ef» 



(2) 
of, or 
gredt 



in eui 
drug 



fectlT? less or composition when, in 



fact, 
mon 



drugr 



12 



otherwise given such 



ie drug or ingredient is a com- 
;ubstance, the limitations of 



whiefc axe readily recognised Whsn the 



r ingredient is listed by its es- 



tablia edname. 

(4) he featuring in the labeling of 
inert r inactive lngrediente in a man- 
ner tl t creates an impression of value 
fifreat ■ than their true functional role 
inthf cumulation. 

(3) esignatlon of a drug or ingre- 
dient >y a proprietary name that, be- 
cause >f Bimilarity in spelling or pro- 
nunci tion, may be confused with the 
propr fcary name or the established 
name >f a different drug or ingredient. 

(d)( Jf the drug is in tablet or cap- 
sule rm or other unit dosage form, 
any 8 itement of the quantity of an ln- 
gredi( kt contained therein shall ex- 
press tie quantity of such ingredient in 
each uch unit. If the drug is not in 
unit t isage form, any statement of the 
quant ty of an Ingredient contained 
there l shall express the amount of 
such iigredient in a specified unit of 
weigl or measure of the drug, or the 
perce tage of such ingredient in such 
drug. Such statements shall toe in 
ternjthat are informative to llcen&ed 
pracfc 
tion 
case < 
(2) 



,i oners, in the case of a prescrlp- 
ug, and to the layman, in the 
a nonprescription drug, 
statement of the percentage of 
an ingredient in a drug shall, if the 
term ercent is used without qualifica- 
tion, lean percent weight-in -weight, if 
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the ingredient and the drug are both 
30 lids, or if the ingredient is a liquid 
and the drug- is a solid, percent weight 
in volume at 68 °F (20 °C), if the ingre- 
dient is a solid and the drug is a liquid; 
and percent volume in volume at eg °p. 
(20 *C,), if both the ingredient and the 

drug: ai*e liquids, except that alcohol 

shall be stated in terms of percent vol- 
ume of absolute alcohol at 60 °F. (15 56 
°C->- 

(e> A derivative or preparation of a 
substance named in section 502(e) of 
the act iB an article derived or prepared 
from such substance by any method, 
including actual or theoretical chem- 
ical action. 

if) If an ingredient le a derivative or 
preparation of a substance specifically 
named in section 602(e) of the act and 
the established name of such ingre- 
dient does not Indicate that it is a de- 
rivative or preparation of the parent 
substance named in section 502<e> of 
the act, the labeling shall, in conjunc- 
tion with the listing of the established 
name of such ingredient, declare that 
such article is a derivative or prepara- 
tion of such parent hu balance. 

(g)(1) If the label or labeling of a pre- 
scription drug bears a proprietary 
name or designation for the drug or 
any Ingredient thereof, the established 
name, if such there be, corresponding" 
to auch proprietary name or designa- 
tion shall accompany such proprietary 
name or designation each time it is 
featured on the label or in the labeling 
for the drug; but* except as provided in 
this subparagraph, the established 
name need not be used with the propri- 
etary name or designation in the run- 
ning text of the label or labeling. On 
any label or page of labeling in which 
the proprietary name or designation is 
not featured but is used in the running 
text, the established name shall be 
used at least once in the running text 
in association with such proprietary 
name or designation and in the same 
type size used in auch running text: 
Provided, however. That if the propri- 
etary name or designation is used in 
the running text in larger size type, 
the established name shall be used at 
least one? in association with, and in 
type at least half as large as the type 
used for. the moat prominent presen- 
tation ot the proprietary name or des- 
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lgnatign in such running text. If any 
includes a column wnb run- 
xt containing detailed informa- 
i to composition, prescribing, 
eets, or contraindications and 
pjfprletary name or designation is 
such column but is not featured 
aboveftr below the column, the est&b- 
lishedfcame shall be used at least once 

column of running- text in asso- 

with such proprietary name or 
designation and in the same type size 
such column of running text: 
FrortAt, however, That if the propri- 
larne or designation is used in 
'lumn of running text in larger 

, the established name shall be 
least once m association with, 
at least half as large as the 
for. the most prominent pr©3- 

of the proprietary name or 
,tion in such column of running 
here the established name is re- 
quired to accompany or to be used in 
association with the proprietary name 
the established name 
placed in direct conjunction 
ie proprietary name or designa.- 

the relationship between the 
name or designation and 
ablishod name shall be made 
use Of a phrase such as l, brand 
the established name, by 
iS surrounding the established 
ir by Other suitable means, 
he established name ahall be 
in letters that are at least half 
; as the letters comprising the 
proprfi&ry name or designation with 
t 1b joined, and the established 
hall have a prominence com- 
men$\flate with the prominence with 
men proprietary name or des- 
n appears, taking into account 
inent factors, including typog- 
layout, contrast, and other 
features. 

In the case of a prescription 
ntaining two or more active in- 
bs, If the label bears a propri- 
xame or designation for such 
and there is no established 
orresponamg to such propri- 
ame or designation, the quan- 
ingrcdient information re- 
qulredMm the label by section 502(e) of 



or dsnpynation, 
shall 
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the act shall be placed in direct con- 
Junction with the most prominent dis- 
play of the proprietary name or des- 
ignation. The prominence of the Quan- 
titative ingredient information ohall 
bear a reasonable relationship to the 
prominence of the proprietary name. 

(2) If the drug Is packaged in a con- 
tainer too small to bear the Quan- 
titative ingredient information on the 
main display panel, the Quantitative 
ingredient information required by sec- 
tion 502(e) of the act may appear else- 
where on the label, even though the 
proprietary name or designation ap- 
pear* on the main display panel of the 
label; but side- or back-panel place- 
ment shall in thin case be so arranged 
and printed as to provide size and 
prominence of display reasonably re- 
lated to the size and prominence of the 
front-panel display. 

(i> a drug packaged in a container 
too small or otherwise unable to ac- 
commodate a 1 abel with sufficient 
space to bear the information required 
for compliance with section 502(e)(1) 
(A)(ii) and <Bj of the act shall be ex- 
empt from compliance with those 
clauses; Provided, That: 

(1) The label bears: 

(1) The proprietary name of the drug; 
(ii) The established name, if such 

there be, of the drug ; 

(111) An identifying- lot or control 
number; and 

(iv) The name of the manufacturer, 
packer, or distributor of the dray; and 

(2) All the information required to 
appear on the label by the act and the 
regulations in this chapter appears on 
the carton or other outer container or 
wrapper if such carton, outer con- 
tainer, or wrapper has sufficient space 
to bear such information, or such com- 
plete label Information appear? on a 
leaflet with the package. 

(40 FR 13998, Maj\ 27, 197&, w amended at 87 
FR 4506. Fah.X, 2Q02J 

$201. 15 Drugs; prominence of required 
label statements. 

(a) A word, statement, or other infor- 
mation required by or under authority 
Of the act to appear on the label may 
lack that prominence and conspicuous- 
ness required by section 602(c) of the 
act by reason, among other reasons, of: 
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e failure of such word, state- 
information to appear on the 
panel of the label which is pre- 
or displayed under customary 
mcs of purchase; 

failure Of such word, state- 
>r information to appear on two 
e parts or panels of the label, 
f which has sufficient space 
r> and each of which is so de* 
as to render it likely to be, 
customary conditions of pur- 
he part or panel displayed; 
ie failure of the J abel to extend 
e area of the container or pack- 
liable for such extension, so as 
sufficient label space for the 
nt placing of such word, state- 
ur information; 
I sufficiency of label space for the 
>nt placing of such word, state- 
information, resulting from 
of label space for any word, 
nt, design, or device which Is 
by or under authority of 
to appear on the label: 
sufficiency of label space for the 
tnt placing of such word, state- 
information, resulting from 
of label space to give materi- 
eater oonspieuousness to any 
prd, statement, or information, 
ty design or device: or 
mallness or style of type In 

iuuh word, statement, or infor- 

appears, insufficient back- 
contrast, obscuring 1 designs or 
or crowding with other writ- 
p#>ted> or graphic matter, 

exemption depending on lnauf- 
of label space, as prescribed in 
ons promulgated under section 
or (e) of the act, shall apply If 
sufficiency is caused by: 

use of label space for any 
statement, design, or device 
s not required by or under au- 
of the act to appear on the 



n ulred 



► ao 



:>r 



He 



i req\ red 



use of label space to give 
conspicuouunefes to any word, 
nt, or other information than 
by section 502(c) of the act; 



11 .ei 



use of label space for any rep- 
resentation in a foreign language. 

(cKl All words, statements, and 
other formation required by or under 
authoj ty of the act to appear on the 
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r& pu&H&hed undar 21 CFR 601.2&to). 

z Except tha duo date for all biological product* naviowod eoftorlcally by 
PMbM*bod under 21 CFR 001 2S{g), 



(I)) Section 201.100(e) is effective April 10. 1981 

14S FR 52552, Ms».y 18, aB amended at 46 FR 7272, 
50 FR ms. Mar. 6. 1985; 56 FR U&76, Mar. fid, 1990; 64 



Subpart C — Labeling Require- 
ments for Over-fhe-Counter 
Drugs 

Soukce: 41 PR 6908, Feb. 13. 19TB, unless 
otherwiae noted. 

& 201.60 Principal display paa«h 

The term principal display panel, as it 
applies to over-the-counter drugs In 
package form and as used in this part, 
means the part of a jabai that Is most 
likely to be diaplayed, presented* 
shown, Qr examined under customary 
conditions of display for retail saitf* 
The principal display pane) shall be 
larffe enough to accommodate all the 
mandatory label information required 
to be placed thereon by this part with 
clarity and conepicuousness and with- 
out obscuring desiffne, vignettes, or 
crowding. Where packages bear alter- 
nate principal display panele, informa- 
tion required to be placed on the prin- 
cipal display panel shall be duplicated 
on each principal dleplay panel. For 
the purpose of obtaining uniform type 
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23, 1981; 49 FR 143$1. Apr. 11, 1984; 
Jaji. 5. 10&91 



declaring the quantity of con- 
or all packag-ea of (substantially 
e siss© T the term area Qf the prin- 
ispiay panel means tne area of 
or surface that bears the prin- 
lsplay panel, which area shall 



size 
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the ai 
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(a) 
a^e « 
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(b) 
nearl; 
of th' 

talneftimea the circumference; and 



the caae of a rectangular pack- 
ere one entire side properly can 
ldered to be the principal die- 
anel side, the product of the 
times the width of that side; 
the case of a cylindrical or 
ylindrical container, 40 percent 
iroduct of the height of the con- 



the case of any other shape of 



conta xer. 40 percent of the total sur- 



the container: Provided,, how- 
hat where auch container pre- 
an obvloue ^principal display 
such as the top of a triangular 



or cii ular packaffe, the area iahsJl con- 
sist o the entire top surface. 
In de Brminintf the area of the prin- 
cipal display panel, exclude tops, bot- 
toma, nanjree at the topi and bottoms 
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Food and Drug Administration, HHS 

of cane, and shoulders and necks of bot- 
tles or jars- In the case of cylindrical 
or nearly cylindrical containers, infor- 
mation required by this part to appear 
on the principal display panel shall ap- 
pear within that 40 percent of the cir- 
cumference which Is most likely to be 
displayed, presented, shown, or exam- 
ined under customary conditions of dis-- 
play for retail sale. 

§ 201,61 Statement of identity. 

(a) The principal display panel of an 
over-the-counter drug in package form 
shall bear as one of its principal fea- 
tured a statement of the identity of the 
commodity. 

(b) Such statement of identity Bha.31 
be in terras of the established name of 
the drug, if any there be. followed by 
an accurate statement of the general 
pharmacological category(ies) of the 
drug or the principal intended actiorj(s) 
of the drug- In the case Of an over-the- 
counter drug: that is a mixture and that 
has no established name, this require- 
ment shall be deemed to be satisfied by 
a prominent and conspicuous state- 
ment of the general pharmacological 
action(s) of the mixture or of its prin- 
cipal intended actlon(s) in terms that 
are meaningful to the layman. Such 
statements shall be placed in direct 
conjunction with the most prominent 
display of the proprietary name or des- 
ignation and shall employ terms de- 
scriptive of general pharmacological 
category(ies) or principal intended ac* 
Uon(s); for oxample, 'antacid," "an- 
algesic." "decongestant," ^antihis- 
tamine," etc. The indications for use 
shall be included in the directions for 
use of the drug, as required by section 
502<O<i> of the act and by the regula- 
tions in this part. 

(c) The statement of identity shall be 
presented in bold face type Dn the prin- 
cipal display panel, shall be in a size 
reasonably related to the moat promi- 
nent printed matter on such panel, and 
shall be in lines generally parallel to 
the base on which the package rests as 
it is designed to be displayed. 

ft 201.62 Declaration of net quantity of 
contents. 

(a) The label of an over-the-counter 
drug in package form shall bear a dec- 
laration of the net quantity of con- 
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This shall be expressed in the 
ot weight, measure, numerical 
or a combination or numerical 
nd weight, measure, or size. The 
mt of quantity of drugs In tab- 
caleule, ampule, or other unit form 
; tm quantity of devices shall be ex- 
in terms of numerical count; 
of quantity for drugs in 
osage forms anal! be in terms of 
if the drug is 3olid. semisolid, or 
or in terms of fluid measure If 
is liquid. The drug quantity 
Shall tie augmented when 
to give accurate information 
ae strength of such drug in the 
for example, to differentiate 
several strengths of the same 
100 tablets, 5 grains each 11 or 
psules. 125 milligrams each*' or 
fcpsules. 250 milligrams each": 
a. That: 

the case of a firmly established, 
consumer usage and trade cus- 
declaring the quantity of a drug 
of linear measure or measure 
such respective term may be 
Juch term shall be augmented 
Lecessary ror accuracy of lnfor- 
by a statement of the weight, 
e. or size of the individual units 
tie entire drug; for example, the 
ntity of adhesive tape in pack- 
shall he expressed in terms of 
augmented by a state- 
f its width 

rhenever the Commissioner de- 
es for a specific packaged drug 
existing practice of declaring 
antity of contents by weight, 
numerical count, or a com- 
of these does not facilitate 
comparisons by consumers, he 
iy regnlation designate the ap- 
term or terms to be used for 
tide. 

tatementa of weight of the con- 
hall be expressed in terms of av- 
pound and ounce. A atate- 
f liquid measure of the contents 
e expressed in terms of the VS. 
of 231 cubic inches and quart, 
and fluid-ounce subdivisions 
and shall express the volume 
F (20 °C). See also paragraph cp) 
section. 

declaration may contain com- 
decimal fractions. A common 
fracti§n shall be in terms of halves, 
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§201.62 

quarters* eights, sixteenths . or thirty- 
seconds; except that If there exists a 
firmly established, general consumer 
usage and trade custom of employing 
different common fractions in the net 
Quantity declaration of a particular 
commodity, they may be employed. A 
common fraction shall b C reduced to 
its lowest terms: a decimal fraction 
shall not be carried out to more than 
two places. A statement that includes 
small fractions of an ounce shall be 
deemed to permit smaller variations 
than one which does not include such 
fractions. 

(d) The declaration shall be located 
on the principal display panel of the 
label, and with respect to packages 
bearing alternate principal panels it 
shall be duplicated on each principal 
display panel. 

(e) The declaration shall appear as a 
distinct Item on the principal display 
panel, shall be separated, by at least a 
space equal to the height of the let- 
tering used in the declaration, from 
other printed label information appear- 
ing above or below the declaration and, 
by at least a space equal to twice the 
width of the letter tk N" of the style of 
type used in the quantity of contents 
statement, from other printed label in- 
formation appearing to the left or right 
of the declaration. It shall not include 
any term qualifying a unit of weight, 
measure, or count, such as "plant pint" 
and "full quart' 1 , that tends to exag- 
gerate the amount of the drug in the 
container. It shall be placed on the 
principal display panel within the bot- 
tom 30 percent of the area of the label 
panel in lines generally parallel to the 
base on which the package resta as It is 
designed to be displayed: Provided, 
That: 

(1) On packages having a principal 
display panel of 5 square inches or less 
the requirement for placement within 
the bottom 30 percent of the area of the 
label panel shall not apply when the 
declaration of net quantity of contents 
meets the other requirements of this 
part; and 

(2) In the case of a drag that Is mar- 
keted with both outer and inner retail 
containers bearing the mandatory label 
information required by this part and 
the inner container is not intended to 
be SOld separately, the net quantity of 
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placement requirement of this 
applicable to such Inner con- 
waived- 
principal display panel of a 
arketed on a display card to 
Jib immediate container is af- 
ay be considered to be the dU- 
nei of the card, and the type 
the net quantity of contents 
Is governed by the dimen- 
the display card. 

declaration shall accurately 
quantity of drug or device In 
kage exclusive of wrappers and 
naterial packed therewith; fVo- 
hat in the case of drugs packed 
s designed to deliver the 
nder pressure, the declaration 
the net quantity of the con- 
lat will be expelled when the in- 
for use as shown on the con- 
followed. The propellant is 
in the net quantity declara- 
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declaration shall appear in 
,U0US and easily legible boldface 
r type In distinct contrast (by 
iphy, layout, color, embossing, 
ding) to other matter on the 
; except that a declaration of 
blown, embossed, or mold- 
v glass or plastic (surface is per- 
e when all label information is 
on the surface. Requirements 
cuousnese and legibility shall 
the specifications that: 
ratio Of height to width of the 
n.ot exceed a differential of 
to 1 unit, i.e., no more than 3 
high as it is wide, 
ettar heights pertain to upper 
capital letters When upper and 
>as© or all lower case letters are 
t is the lower case letter "o" or 
ivalent that Bhall meet the min- 



tmumptandards. 

(3) 



itoen fractions are used, each 
numeral shall meet one* 
q minimum height standards. 

declaration shall be in letters 
merals in a type Bize established 
rel cionship to the area of the prin^ 
isplay panel of the package and 
>e uniform for all packages Of 
tlally the same aize by com- 
wjth the following type speci- 
fic: 
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Food and Drug Administration, HHS 

(1) Not less than one-sixteenth inch 
In height on packages the principal dis- 
play panel of which has an area of 5 
square inches or less. 

(2> Wot leas tlian one-eighth inch in 
height on packages the principal dis- 
play panel of which has an area, of more 
than five bat not more than 25 square 
inches, 

(3) Not less than three-sixteenths 
inch in neigh t on packages the prin- 
cipal display panel of which has an 
area of more than 25 hut not more than 
100 square inches, 

(4) Not less than one-fourth inch in 
height on packages the principal dis- 
play panel of which has an area of more 
than 100 square inches, except not less 
than one*half inch in height if the area 
is more than 400 square inches. 
Where the declaration is blown, em- 
bossed, or molded on a glass or plastic 
surface rather than by printing, typ- 
ing, or coloring, the lettering sizes 
specified in paragraphs (h) (I) through 
(4) of this section ahall be increased by 
one-sixteenth of an inch. 

(J) On packages containing less than 
4 pounds or 1 gallon and labeled in 
terms of weight or fluid measure: 

(1) The declaration shall be expressed 
both in ounces, with identification by 
weight or by liquid measure and. if ap- 
plicable (1 pound or 1 pint or more) fol- 
lowed m parentheses by a. declaration 
in pounds for weight units, with any re- 
mainder in terms of ounces or common 
or decimal fractions of the pound (sec 
examples set forth in paragraphs (k> U) 
and (2) of this section), or in the case of 
liquid measure, m the largest whole 
units (quarts, quarts and pints, or 
pints, as appropriate) with any remain- 
der in terms of fluid ounces or common 
or decimal fractions of the pint or 
quart (see examples set forth in para- 
graphs (k) (3) and (4) of this section). If 
the net weight of the package is less 
than 1 ounce avoirdupois or the net 
fluid measure ib less than 1 fluid ounce, 
the declaration shall be in terms of 
common or decimal fractions of the re- 
spective ounce and not in terms of 
drams 

(2) The declaration may appear in 
more than one line. The term net 
weight shall be used when stating the 
net auantity of contents in terms of 
weight. Use of the terms net or nec con- 
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tents ll terms of fluid measure or nu- 
meric* count is optional. It is suffi- 
cient > distinguish avoirdupois ounce 
from fpid ounce through association of 

example, "Net wt. G os" or 
et wt.." and "6 fl oz" or "net 
6fl oz". 

packages containing 4 pounds 
illon or more and labeled in 
if weight or fluid measure, the 
shall be expressed In 
for weight unite with any re- 
in terms of ounces or common 
tal fractions of the pound; in 
of fluid measure, it shall be 
in the largest whoi& unit 
i. followed by common or dec- 
actions of a gallon or by the 
mailer whole unit or units 
or quarts and pints)) with any 
in terms of fluid ounceB or 
or decimal fractions of the 
quart; see paragraph (k)(5) of 



terms vor 
"6 oz 
contei s 
U> c 

or 1 
tflrms 

declaration 

pound 
mai 



nd 



or u 
the 

expre^ea 

{gallOJ 
ima! 
n$xt 
(quart 
remai ler 



pint 
this 

(k) 

(1) 
shall 
lb 8 o] 
"Net 

(2) 



contej is 
qt) 
<4> I 



measi 

contei ;s 
it Net 
not i] 
"Net 

(5) 1 
measi 
contsi 
tfalloi 
not i 

<U 
brevij 

ploy e< 

optioi 



pint pt 
ounce 
pound 

kilo?: 
gram t 
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camples: 

declaration of \Va pounds weight 
expressed as "Net wt. 24 oz (1 
' or "Net wt. 24 oz (IVb lb)" or 
24 OZ a .5 )b)"- 

declaration of three-fourths 
poundkvoirdupois weight shall fee ex- 
pressa as "Net wt. 12 oz'\ 
(3> % declaration of 1 quart liquid 
shall be expressed as "Net 

32 fl oz (1 qt)" or "32 fl OZ (1 



declaration of IV* quarts liquid 
snail be expressed as "Net 
66 fl oz (1 qt 1 pt 8 oz)" or 
ntents 56 fl oz (1 qt 15 pt)," but 
erms of quart and ounce such as 
fl oz (1 at 24 os). M 
declaration of 2V& gallons liquid 
b shall be expressed as "Net 
8 2 gal 2 qt," "Net contents 2.5 
," or "Net contents 2 l /i gal" but 
'2 gal 4 pt". 

r quantities, the following ab- 
iona and none other may be em- 
Periods and plural formB are 

1: 



milligram mg 
microgram meg 
liter l 

milliliter ml 
caWO centimeter cc 
yard yd 
feet or foot ft 
inch la 
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meter m fluid ti 

centimeter cm square sq 

millimeter mm weight wt 

(TO) On package? labeled in terms of 

linear measure, the declaration shall 
be expressed both 1n terms of inches 
and, if applicable (1 foot or more), the 
largest whole units (yards, yards and 
feet, feet) The declaration in terms of 
the largest whole units shall be in pa- 
rentheses following the declaration in 
terms of inches and any remainder 
shall he in terms of inches or common 
or decimal fractions of the foot or 
yard; if applicable, as in the case of ad- 
hesive tape> the initial declaration in 
linear inches shall be preceded by a 
statement of the width, Examples of 
linear measure are **86 inches (2 yd 1 ft 
2 in)/' "90 inches (2V% yd), 1 ' "30 inches 
(2.5 ft)/' " % Inch by 36 in (1 yd)." etc. 

(n> On packages labeled in terms of 
area measure, the declaration shall be 
expressed both in terms of square 
inchee and, if applicable (1 square foot 
or more), the largest whole square unit 
(squaxe yards, square yards and Square 
feet, square feet)- The declaration in 
terms of the largest whole units ehall 
be in parentheses following- the dec- 
laration in terms of square inches and 
any remainder shall be in terms of 

square inches or common or decimal 
fractions of the square foot or square 
yard; for example. "158 sq inches (1 sq 
ft 14 sq in)." 

(O) Nothing in this section shall pro- 
hibit supplemental statements at loca- 
tions other than the principal display 

paneKs) describing" in nondeceptive 
terms the net quantity of contents, 
provided that such supplemental state- 
ments of net quantity of contents shall 
not include any term qualifying a unit 
of weight, measure, or count that tends 
to exaggerate the amount of the drug 
contained in the package; for example, 
"giant pint" and "full quart.** Dual or 
combination declarations of net quan- 
tity of contents as provided for in para- 
graph? (a> and (\) of this section are not 
regarded as supplemental net quantity 
statements and shall be located on the 
principal display pane). 

(p) A separate statement of net quan- 
tity of contents in terms of the metric 
system of weight or measure 13 not re- 
garded as a supplemental statement 
and an accurate statement of the net 



A drug 



Cr) 
plianc 
tion n 
Ointmflit 

cian's 
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packai 



p iel 

)1 
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i of contents in terms of the 
system of weight or measure 
k> appear on the principal die- 

or on other panels, 
e declaration of net quantity of 
shall express an accurate 
of the quantity of contents 
Reasonable variations 
Joss or gain of moisture dur- 
course of good distribution 
or by unavoidable deviations 
manufacturing- practice will be 
Variations from stated 
of contentB shall not be un- 
large. 

shall be exempt from com- 
with the net quantity declara- 
uired by this section if it is an 
labeled "sample. 1 * "physi- 
ampie/' or a substantially $imi- 
ment and the contents of the 
do not exceed 8 grams. 



quanta 
metric 
may 

play 

(q> 
conter s 
staten >nt 
of the package 
caueecflby 
ingr tl 
practi 
in goo 
recogx ted 
quantl y 
reason bly 
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wi rung. 



Pr^giiimcy/breaat.feedjtog 



he labeling- for all over-the- 
(OTC) drujflf products that are 
for systemic absorption, tin- 
:clftcally exempted, shall con- 
©nerai warning under the head- 
iming" (or "Warnings" if it ap- 
7\th additional warning state- 
as follows: if lf pregnant or 
ask a health profes- 
►efore use." tttrst four words of 
temBnt in bold type) In addi- 
the written warnings a symbol 
tweys the Intent of the warning 
used in labeling". 

e a specific warning relating: 
luring pregnancy or while nurs- 
been established for a par- 
drug product in a new drug ap- 
(NDA) or for a product cov- 
an OTC drug final monograph 
330 of this chapter, the specific 
r shall be ueed in place of the 
in paragraph <a> of this sec- 
nless otherwise stated in the 
n the final OTC drug mono- 



(a) 
count* 

intend d 
less s 

tain a 

ing 
pears 
ments 

breastfeeding, 
sional 
this a 
tion t 
that e 
may b 

(b) 
to use 
mg 
ticula 

©red 
in par 
warni: 
warnil 
tion. 
NDA « 
graph, 

(C) ' 

empt 
(a) of 
(l) 
the fe 



here 



h 



le following OTC drugs are ex- 
om the provisions of paragraph 
tie section: 

that are Intended to benefit 
16 or nursing infant during the 
period >f pregnancy or nursing. 

(2) I nags that are labeled exclusively 
for pesatrlc uoo. 
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(a) and (f) of the Federal Food, Drug, 
and Cosmetic Act (the act). 

m fr nm. Apr. xm, as amended At e2 

FR 19925. Apr. 24, 1997: 64 FR 13386. Mar. 17, 

Effective Datis Note: At C2 FR 19925, Apr. 
24, 1997. the effective deite tor $201.64 (a) 
through ;h;> was delayed until further notice. 

$201.66 Format and content require* 
tn$ni$ for ov«r-tK?-courti*r (VTC) 
drug product labeling. 

(a) Scope. This section sets forth the 
content and format requirements for 
the labeling- of all OTO drug- products 
Where an OTC drug product is the sub- 
ject of an applicable monograph or reg- 
ulation that contains content and for- 
mat requirements that conflict with 

thin section, the content and format re- 
auirements in this section muat be fol- 
lowed unless otherwise specifically pro- 
vided in the applicable monograph or 
regulation 

(b) Definitions- The following defini- 
tions apply to this section: 

(1) Act means the Federal Food, Drug, 
and Cosmetic Act (sees. 201 erf (2) 
U.S.C. 321 et seq.)). 

(2) Active ingredient means any com- 
ponent that is intended to furnish 
pharmacological activity or other di- 
rect effect in the diagnosis, cure, miti- 
gation, treatment, or prevention Of dis- 
ease, or to affect the structure or any 
function of the body of humane- The 
term includes those components that 
may undergo chemical change in the 
manufacture of the drug product and 
be present in the drug 1 product In a 
modified form intended to furnish the 
specified activity or effect. 

(3) Approved drug application means a 
new drug (NDA) or abbreviated new 
drug (ANDA) application approved 
under section 505 of the act (21 U.S.C. 
355 J. 

(4) Bullet means a geometric symbol 
that precedes each statement in a list 
of statements. For purposes of this sec- 
tion, the bullet style in limited to solid 
squares or solid circles. In the format 
set forth in paragraph (dK4) of this sec- 
tion. 

(5) Established name of a dru# or in- 
gredient thereof means the applicable 
official name designated under section 
SOB of the act (21 U.S.C. 3S8), or. If there 
is no designated official name and the 




21 CFR Ch. I <4-1-05 Edition) 

drus # ingredient is recognized In an 
officii compendium, the official title 
flrug or ingredient in such gom- 
or, if there is no designated 
name and the drug or ingre- 
not recognized in an official 
idium, the common or usual 

name f the drug or ingredient. 

(6) , t>A means the Food and Drug 
Admit et rat I on. 

(7) h ading meana the required state- 
ments in Quotation marks listed in 
paragi ,phs (c)(2) through (c)(9) of this 
sectio: , excluding subheadings (as de- 
nned i paragraph (aXU) of this sec- 
tion). 

(8) I xciive ingredient means any com- 
ponent other than an active ingredient. 

(9) : tbheadxng means the required 

s tutor snt& tn quotation marks listed 

in i wragrapha (cX5Hii> through 

<CXS)C i> of this section, 

(10) 'Jrug facts labeling means the 
title, j sadings. subheadinga, and infor- 
matio required under or otherwise de- 
scribe* in paragraph (c) of this section. 

(11) itle means the heading listed at 
the to of the required OTC drug prod- 
uct la eling. as set forth In paragraph 
(c)(1) i this section. 

(12) otal surface area available to bear 
laOettn means a]] surfaces of the out- 
side oi itainer of the retail package or, 
if thei t is no such outside container, 
all 8ui &ces of the immediate container 
or coi talner wrapper except for the 
flange at thft tops and bottoms of cans 
and tt i shoulders and necks of bottles 
and ja i. 

(c) ( mtent requirements. The outside 
contai er or wrapper of the retail 
packai ft. or the Immediate container 
label i there is no outside container or 
wrapp shall contain the title, head- 
ings, < tbneaaing3, and information set 
forth j i paragraphs (cXl) through (c)(8) 
of this jection, and may contain the in- 
forma- on under the heading in para- 
graph :)(&) of this section, in the order 
listed. 

U> ( itle) -'Drug: Facts". If the drug 
facts ibeiing appears on more than 
one pi Lei. the title "Drug Facts (con- 
tinued * shall appear at the top of each 
subset lent panel containing such in- 
forma on. 

(2) " .ctive ingredient" or "Active in- 

gredie ts" '(in each {insert the dosage 

unit e ated in the directions for use 
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Food and Drug Administration. HNS 

OTC Drug Product Labelfg Outline 



Drug Facts 



raoitiyixxttauix irm. „ „ J?W™ 



■ WDacuuu&uiixfc 



Warning* 



■ mn urn vrxii 



(H(H* aiJi » doctor 

axxatxtxijurxxioc 



oomjo • ro>wr> C«n»v C»™»f 





\et* (rontinuAd) 




fW 


• WW 
axccfi 


ItlKU 




i ktffrwdlmntm nnunmuuwn 


Qum 





(ii) The following sample lafcel 111 us- 
er ates Uie provisions in paragraphs (c) 
and <d> of this section; 
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Drug Facts 



Active tngr+dlint (In mc/i tablet) 

Chtoiphw"ir»rnin» ™*t«#Te 2 mg 



UM0S lemtXHWtty setlevw throe * ymptomx duo to hay i 



Warnings 

Afit4 doetof batora uaa H you hava 

* trcxjbta urinating duft K> an antiyQM P«W«P gmnj 



Xak Xdtootp"ror pharrnaciat h*J4f* U»* IT yw *r» IgKlf 
Whwi using f hi« prodittl 

■ you may got draws/ ■ avaid a\tvhO*C (Irinks 

■ afcoroi. aadafives. arxJ irwiqinuzen may ncnuM 

■ be CirMul driv^ a motor vaNcta or operating 



|f pregnant n- bfMMf-fWdirtg, **k A httfllth prOfOSSlOna} 

Kmp mil «f r*«eh «f chlld/M>. In cip t>t overdose, yot 
Control Center ripnt Away. 



Directions 

adulla and children IZy? wand cnnr i taxa2tabj< 
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Purpose 

,.AnUhtstarntna 



Of OTtl©/ upp«r rwptrarojy 



31 



mixori or svdBtrwfta 



Children 6 years *0 under 12 yw« 



6va<y 4 to 6 tioun: 

1 12 tnUtot? m 24 hour* 

tvcry i to 8 hours; 
i & tablets tn 24 haul's 



ttrt/at Fact* {continued) 



Other information m store ei Z0-25 S C (66-77° F) 



Inactive ingredients p*C ye"aw no. >0, ladoa*, 



fi^Mlum stwraro, microcryilamrw 



(ill) The following sample label illua- era; 
trates the provisions in par graphs (c> mita 
and (d) of this section, including paro- 



,phgd)(10) of this section, which per- 
odiflcationB for amaJl p&ckfrgea; 



p prat act tram enceairrn rn0>atu'* 
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Food and Drug Administration, HHS 



Drug Facts 



Active ingredients (In e*ch 

AH/<tm*i^iyi tiydroxldv gal 200 "fl. 

Maonomurtl Ky(J'<W'dO ?Q0 mg 

Slmathcona 2img 



tat t) 



Uaea 

* r$ll#ve4 $ymptpms 'ataTOd to as QaA 
*r6(i£ve$ ■ heprtbgrn ■ acid indjgoKtktn 
■ gpsat stomach dufr 10 lhe&« 8' 



Warnings 
£l jj. Ask » dOCIQF p»fof um if yqu hive 
: AAtr * doctor or pharmariit bvtorv m*f ff 

UfBM notion 0»vQ. An*»cW*j may interact m 



Stop um and talc • doctor it symolo m Jj < 
than 2 i*e*K* 



Keep qui cf rueh or sMar* 1 ^ 



Directions w cue* i to * witf* 4 

■ flo .iot laha mora than 16 tablets irt 2* 
mtniiYHjm octiags )or mora than 2 wccta 



D4C 



L*5 inactive Ingredients o*c r«d no. 

rff ",' Cd^'oaa, ^oac VU« no. 1, fltycartn, magr* t" 
£ t , i Hflinito» r ftflCC'Win sodium, sortiitol, tfarcn. 



Civ) The following sample label Illus- 
trates the provisions in p&ragraphs (c) 



and 
uct 
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Hurppss 

.... ,., Antacid 

Artack) 

Antigas 



certain 



of this section for a drug- prod- 
with ^osmetic claims: 



m rketed 
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<e) Exemptions and deferrals. FDA on druff 
its own Initiative or in response to a marketed 
written request from any manufac- 
turer, packer. Or distributor, may ex- 
empt or defer, based on the cir- 
cumstances presented, one or more spe- 
cific requirements set forth In this sec- 
tion on the basis that the requirement 
is Inapplicable, impracticable, or con- 
trary to public health or safety. Re- 
quests for exemptions shall be sub- 
mitted in three copies in the form of an 
"Application for Exemption" to the 
Food ana Dru^ Administration. 5630 
Fishers Lane, on- 1061, Rockviile, MD 
20852. The request ehall be clearly iden- 
tified on the envelope as a "Request for grra 
Exemption from 21 CFR 201.66 (OTC La- tende 
beling Format >** and shall he directed (f) 
to Docket No. 98N-0337. A separate re- necti 

quest shall be submitted for each otc §330. 
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>roduct, Sponsors of a product 
under an approved drug ap- 
sjhaj] also submit a single 
f the exemption request to their 
tipn. Decisions on exemptions 
iferrals will be maintained in a 
file in this docket for public 
Exemption and deferral re- 
shall: 

document why a particular re- 
cnt is inapplicable, irapracti- 
or is contrary to public health or 
and 

nclude & representation of the 
labeling, including any 
panel extensions, or other 
Or packaging techniques in- 
to be used with the product 
nteTchangeabte terms and con- 
terms. The terms listed in 
of this chapter may be used 
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